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CONCLUSION 



With entry of the above Supplemental Amendment, it is respectfully submitted that 
the pending claims are in condition for allowance. 

None of Applicants' amendments or cancellations are to be construed as dedicating 
any such subject matter to the public, and Applicants reserve all rights to pursue any such 
subject matter in this or a related patent application. The amendments are made solely to 
expedite prosecution. 

The Examiner is invited to caii Applicant's undersigned attorney al (312) 701-8979 
for questions and lo expedite prosecution. 



MAYER, BROWN, ROWE & MAW 
P.O. BOX 2828 

CHICAGO, ILLINOIS 60690-2828 

(312)701-8979 

Dated: June 19, 2003 



Respectfully submitted, 




"Joseph A. Mahoney 
Reg. No. 38,956 
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Complete Listing of All Claims in the Application 
As of June 19,2003 



1.-210. (Cancelled) 



211. (Currently Amended) A method for treating erectile dysfunction in a male 
subject, comprising administering in combination: 

a) a hvdroalcoholic topical gel or cr e am composition comprising to 
selected skin of a male subject wherein the composition comprises about 0.1% to about 10% 
(w/w) testosterone , about 0.1% to about 5% (w/w) of at least one penetration enhancer, and 
about 0. 1% to about 5% (w/\v) of at least one gelling agent, to a mal e s ub j ect and 

b) a pharmaceutical us e ful for treating erectil e dysfunction in th e s ubj e ct 
selected from the group consisting of: sildenafil, pentoxvifvlline. yohimbine, apomorphine, 
alprostadit. papaverine. IC-351 ftadalafiD and phentolamine, or a combination, salt, or 
enantiomer thereof. 

wherein the composition and pharmaceutical are administered in amounts sufficient to treat 
the erectile dysfunction. 



212. (Currently Amended) The method of claim 211, wherein the pharmaceutical 
comprises at l e ast on e of: sildenafil citrat e , p e ntoxifyllin e , yohimb i n e , apomorphin e , 
alpro s tad i l. papav e rin e , or phentolamin e . or a combination, salt, or enantiomor ther e of in an 
amount of about 25 mgto about 100 mg . 

213. (Currently Amended) The method of claim 211, wherein the pharmaceutical 
comprises at least on e of a pho s phodiest e rase inhibitor or a dopamin e r e ceptor agonist, or a 
combination, salt or e nantiomer th e r e of apomorphine in an amount of about 1 mg to about 5 
mg . 

2 1 4. (Currently Amended) The method of claim 24-3 211, wherein the 
phosphodiest e ras e inhibitor is at least one of typo III, typo IV, or typ e V, and mixtur e s ther e of 
pharmaceutical comprises IC-351 (tadalafil) in an amount of about 5 mg to about 30 mg . 

215. (Cancelled) 
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2 1 6. (Previously Added) The method of claim 211, wherein the pharmaceutical is 
administered about 20 minutes to about 60 minutes before sexual intercourse. 

2 1 7. (Currently Amended) The method of claim 211, wherein the composition 
comprises about 0.5% to about 10 1.0% w/w of testosterone. 

218. (Cancelled) 

2 1 9. (Currently Amended) The method of claim 34* 2JJ_, wherein the penetration 
enhancer is selected from the group consisting of: isostearic acid, octanoic acid, oleic acid, 
oleyl alcohol, lauryl alcohol, ethyl oleate, isopropyl myristate, butyl stearate, methyl laurate, 
diisopropyl adipate, glyceryl monolaurate, tetrahydrofurfuryl alcohol polyethylene glycol 
ether, polyethylene glycol, propylene glycol, 2-(2-ethoxyethoxy)ethanol, diethylene glycol 
monomethyl ether, alkylaryl ethers of polyethylene oxide, polyethylene oxide monomethyl 
ethers, polyethylene oxide dimethyl ethers, dimethyl sulfoxide, glycerol, ethyl acetate, 
acetoacetic ester, N-alkylpyrrolidone, and t e rp e n e s a terpene, and combinations of any of the 
foregoing . 

220. (Previously Added) The method of claim 2 1 9, wherein the penetration 
enhancer is isopropyl myristate. 

22 1 . (Currently Amended) The method of claim H$ 2JT, wherein the gelling agent 
comprises polyacrylic acid. 

222. (Currently Amended) The method of claim 24* 211, wherein the composition 
further comprises an alcohol is selected from the group consisting of: ethanol and isopropyl. 

223. (Currently Amended) The method of claim 2iS 21 L wherein the composition 
farther comprises about 0.5% to about 10% t e stost e ron e ; about 30% to about 9 8 % aloohol; 
about 0.1% to about 5% pen e tration e nhanc e r; and about 0.1% to about 5% g e lling agent, 
wh e r e in th e p e rc e ntag e s ar e weight to weight of th e composition from about 1% to about 5% 
(w/w) 0.1 N sodium hydroxide . 

224. (Cancelled) 
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225. (Cancelled) 

226. (Previously Added) The method of claim 211, wherein the composition and 
the pharmaceutical are components of a kit. 

227. (Previously Added) The method of claim 211, wherein the subject is 
eugonadal or hypogonadal. 

228. (Cancelled) 

229. (Previously Added) The method of claim 211, wherein the composition is 
administered to the subject in an amount suitable to deliver to the skin about 25 mg to about 
100 mg of testosterone per day. 

230. (Cancelled) 

231. (Previously Added) The method of claim 211, wherein the composition is 
administered at least once per day. 

232. (Cancelled) 

233. (Cancelled) 

234. (Currently Amended) A method for treating erectile dysfunction in a male 
subject, comprising administering in combination: 

a) a hvdroalcoholic topical gel or cr e am composition compri s ing to 
selected skin of a male subject wherein the composition comprises about 0.1% to about 10% 
(w/w) testosteron e, about 0.1% to about 5% fw/w) of at least one penetration enhancer, and 
about 0.1% to about 5% (wAv) of at least one gelling agent, to a mal e subj e ct and 

b) a pharmaceutical useful for treating erectile dysfunction in the subject, 
wherein the composition and pharmaceutical are administered in amounts sufficient to treat 
the erectile dysfunction, m4 
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wherein the method is more effective in treating erectile dysfunction than a method 
comprising the administration of either the pharmaceutical or the composition alone. 

235. (Currently Amended) The method of claim 234, wherein the pharmaceutical 
comprises at least one of: sildenafil citrat e, pentoxifylline, yohimbine, apomorphine, 
alprostadil, papaverine, 1C-35 1 (tadalafil) and phentolamine, or a combination, salt, or 
enantiomer thereof 



comprises at least one of a phosphodiesterase inhibitor or a dopamine receptor agonist, or a 



combination, salt, or enantiomer thereof 

237. (Previously Added) The method of claim 236, wherein the phosphodiesterase 
inhibitor is at least one of type III, type IV, or type V, and mixtures thereof 

238. (Previously Added) The method of claim 237, wherein the phosphodiesterase 
inhibitor is type V. 

239. (Previously Added) The method of claim 234, wherein the pharmaceutical is 
administered about 20 minutes to about 60 minutes before sexual intercourse. 

240. (Currently Amended) The method of claim 234, wherein the composition 
comprises about 0.5% to about 10 1.0% w/w of testosterone. 

24 1 . (Currently Amended) The method of claim 234, wherein the composition 
enmprinofl ter i tofltorono : nloohol T a penetration enhanc e r, and a g e llinp sp e nt combination has 
a synergistic effect in treating erectile dysfunction . 

242. (Currently Amended) The method of claim 244- 234. wherein the penetration 
enhancer is selected from the group consisting of: isostearic acid, octanoic acid, oleic acid, 
oleyl alcohol, lauryl alcohol, ethyl oleate, isopropyl myristate, butyl stearate, methyl laurate, 
diisopropyl adipate, glyceryl monolaurate, tetrahydrofurfuryi alcohol polyethylene glycol 
ether, polyethylene glycol, propylene glycol, 2-(2-ethoxyethoxy)ethanol, diethylene glycol 
monomethyl ether, alkylaryl ethers of polyethylene oxide, polyethylene oxide monomethyl 
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ethers, polyethylene oxide dimethyl ethers, dimethyl sulfoxide, glycerol, ethyl acetate, 
acetoacetic ester, N-alkylpyrrolidone, and torponos a terpene. and combinations of any of the 
foregoing . 

243. (Previously Added) The method of claim 242, wherein the penetration 
enhancer is isopropyl rnyristate. 

244. (Previously Added) The method of claim 241 , wherein the gelling agent 
comprises polyacrylic acid. 

245. (Currently Amended) The method of claim 244 234. wherein the composition 
further comprises an alcohol 4s selected from the group consisting of: ethanol and isopropyl. 

246. (Currently Amended) The method of claim 244- 234. wherein the composition 
compris e s about 0,5% to about 10% testost e ron e ; about 30% to about 9 8 % alcohol; about 
0.1% to about 5% p e n e tration enhancer; and about 0.1% to about 5% g e lling agent, wherein 
the perc e ntag e s ar e weight to w e ight of th e composition pharmaceutical comprises sildenafil 
in an amount of about 25 mg to about 100 mg, 

247. (Currently Amended) The method of claim 246 234. wherein the composition 
further comprises about 1% to about 5% 0.1 N sodium hydroxide. 

248. (Currently Amended) The method of claim 247 224* wherein the composition 
comprises: 

a) about 0.5% to about 10% tes tost e ron e ; 

b) about 30% to obout 9 8 % alcohol selected from th e group consisting of 

e thanol and isoproponol; 

e) about 0.1% to about 5% p e netration enhancer, solooted from th e group 

consisting of: isost e ario acid, ootanoio acid, olcio aoid, oleyl alcohol, lauryl alcohol, ethyl 
ol e at e , isopropyl rnyristate, butyl s t e arate, methyl laurat e , diisopropyl adipat e , glyc e ryl 
monolauratc, t e trahydrofurfuryl alcoho l polyethyl e n e glycol e ther, poly e thyl e n e glycol, 
propylene glycol, 2 (2 ethoxy e thoxy)ethanol, di e thylonc g l ycol monorn e thyl e ther, alkylaryl 
ethers of poly e thylen e oxid e , po l y e thyl e n e oxid e monom e thyl ethers, poly e thyl e n e oxid e 
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dim e thyl e th e rs, dimethyl sulfoxid e , glycerol, ethyl acetat e , ao e toaootio ester, N 
alkylpyrrolidon e , and terponos; 

d) about 1% to about 5% sodium hydroxide; and 

e) about 0.1% to about 5% g e lling ag e nt; 

wh e r e in th e p e rc e ntag e s ar e w e ight to w e ight of th e composition pharmaceutical comprises 
apomorphine in an amount of about 1 me to about 5 mg . 

249. (Previously Added) The method of claim 234, wherein the composition and 
the pharmaceutical are components of a kit. 

250. (Previously Added) The method of claim 234, wherein the subject is 
eugonadal or hypogonadal. 

25 1 . (Currently Amended) The method of claim 234, wh e r e in the aubjoot is a man, 
and th e composition is administ e r e d to an ar e a of skin s e l e ct e d from th e group consisting of: 
arm, should e r, abdomen, back, and thigh pharmaceutical comprises TQ351 (tadalafiH in an 
amount of about 5 mg to about 30 mg . 

252. (Previously Added) The method of claim 234, wherein the composition is 
administered to the subject in an amount suitable to deliver to the skin about 25 mg to about 
100 mg of testosterone per day. 

253. (Cancelled) 

254. (Previously Added) The method of claim 234, wherein the composition is 
administered at least once per day. 

255. - 358. (Cancelled) 

359. (Currently Amended) A method for treating erectile dysfunction in a male 
subject, comprising administering in combination; 

a) a hvdroalcoholic topical gel or orcam composition comprising to selected skin 
of a male subject, wherein the composition comprises about 0.1% to about 1 0% fw/w) 
testosterone ; about 0.1 % to about 5% fw/w) of at least one penetration enhancer selected 
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from the group consisting of: isostearic acid, octanoic acid, oleic acid, oleyl alcohol, laurvl 
alcohoh ethyl oleate. isopropyl myristate. butyl stearate. methyl laurate, diisopropvl adipate, 
glyceryl monolaurate. tetrahydrofurfurvl alcohol polyethylene glycol ether, polyethylene 
glycol, propylene glycol 2-(2-ethoxyethoxy)ethanol, diethylene glycol monomethvl ether, 
alkylaryl ethers of polyethylene oxide, polyethylene oxide monomethvl ethers, polyethylene 
oxide dimethyl ethers, dimethyl sulfoxide, glycerol, ethyl acetate, acetoacetic ester. N- 
alkylpyrrolidone, a terpene. and combinations of any of the foregoing; and about 0.1% to 
about 5% (w/w) of at least one gelling agent, to a mal e sub j ect and 

b) a pharmaceutical us e ful for tr e ating e r e ctil e dysfunction in th e subj e ct, 
wh e r e in th e pharmaceutical is selected from the group consisting of: sildenafiL citrat e or 
pentoxvifvlline, yohimbine, apomorphine . alprostadil. papaverine. 1C-351 ftadalafiO and 
phentolamine. or a combination, salt, or enantiomer thereof; 

wherein the composition and pharmaceutical are administered in amounts sufficient to treat 
the erectile dysfunction, and 

wherein the method is more effective in treating erectile dysfunction than a method 
comprising the administration of either the pharmaceutical or the composition alone. 

360. (Previously Added) The method of claim 359, wherein the pharmaceutical is 
administered about 20 minutes to about 60 minutes before sexual intercourse. 

361. (Currently Amended) The method of claim 359, wherein the composition 
comprises about 0.5% to about 10 1 .0% w/w of testosterone, 

362. (Cancelled) 

363. (Previously Added) The method of claim 362, wherein the penetration 
enhancer is isopropyl myristate. 

364. (Previously Added) The method of claim 359, wherein the gelling agent 
comprises polyacrylic acid. 

365. (Currently Amended) The method of claim 359, wherein the composition 
further comprises an alcohol selected from the group consisting of: ethanol and isopropyl. 

< 

14. 




Received from < MBRM - Chicago > at 6/19/03 3:51:55 PM [Eastern Daylight Time] 



MBR&M - Chicago 6/^^2003 2:44 PAGE 18/19 RMItFAX 



366. (Currently Amended) The method of claim 359, wherein the composition 
comprises about 0.5% to about 10% t e stost e rone; about 30% to about 0 8 % alcohol; about 
0.1% to about 5% p e netration enhancer; and about 0.1% to about 5% gelling agent, wh e r e in 
th e p e rc e ntages ar e w e ight to weight of th e composition combination has a synergistic effect 
in treating erectile dysfunction . 

367. (Currently Amended) The method of claim 566 359, wherein the composition 
further comprises from about 1% to about 5% (w/w) 0.1 N sodium hydroxide. 

368. (Cancelled) 

369. (Previously Added) The method of claim 359, wherein the composition and 
the pharmaceutical are components of a kit. 

370. (Previously Added) The method of claim 359, wherein the subject is 
eugonadal or hypogonadal. 

371. (Cancelled) 

372. (Previously Added) The method of claim 359, wherein the composition is 
administered to the subject in an amount suitable to deliver to the skin about 25 mg to about 
100 mg of testosterone per day. 

373. (Currently Amended) The method of claim 359, wherein the composition 
admi ni s t e r e d to th e s ubj e ct achiev e s a maximum serum testost e ron e concentration at about 16 
hourr . to about 22 hours after administration of the composition pharmaceutical comprises 
sildenafil in an amount of about 25 mg to about 100 mg . 

374. (Previously Added) The method of claim 359, wherein the composition is 
administered at least once per day. 

375. (Currently Amended ) The method of claim 574 359, wherein the 
compos i tion i s administer e d to the subj e ct for a suffici e nt number of days so as to aohicve a 
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s t e ady state serum t es tost e ron e conc e ntration pharmaceutical comprises aoomorphine in an 
amount of about 1 mg to about 5 mg . 

376. (Currently Amended) The method of claim ¥f$ 359, wherein the compo s it i o n 
is- admini s t e r e d to th e subject for approximat e ly 7 days pharmaceutical comprises IC- 
35Utadalafil> in an amount of about S mg to about 30 mg . 



377.-394. (Cancelled) 
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